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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
6/7/2010 has been entered. 

Response to Arguments 

2. Applicant's arguments filed 6/7/201 0 have been fully considered but they are not 
persuasive. Applicant's arguments fail to specifically point out structural differences 
between the claimed invention and the cited art. In response to applicant's arguments 
against the references individually, one cannot show nonobviousness by attacking 
references individually where the rejections are based on combinations of references. 
See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re Merck & Co., 800 
F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 

Applicant argues that Lee does not disclose the claimed transitions, because his 
transitions have a thinner wall thickness than the working length and Lee does not 
mention the transitions. Lee discloses the general geometry of a balloon with a central 
working length, proximal and distal tapers, and transitions that have large radii, so it is 
irrelevant whether the walls are thinner in some areas. 
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Applicant argues tliat Bleam solves the problem in a different way by changing 
the angle and length of the tapered portions and does not mention the transition radii. 
Bleam simply uses different language to describe the process of smoothing the 
transition between the working length and tapers. Decreasing the angle of the tapers 
alters the angle at which the tapered regions meet the working length so that the 
transition is smoother and less abrupt. This smooth angle of intersection would result in 
a curved transition with a greater radius. Lengthening the tapered portion also has the 
same effect. Therefore, Bleam's teachings of smoothing the transitions of balloon 
tapers are relevant to the claimed invention. 

Applicant argues that the figures of Lee and Bleam do not suggest the claimed 
invention, because the transitions only look smooth when the balloon is inflated and 
have significant differences in a deflated state. Since the deflated state is not 
illustrated, it is uncertain whether this assumption is true. Examiner notes that the 
Figures of Lee and Bleam look substantially similar to the drawings of the instant 
application. Lee states that the tapers are substantially flattened in the deflated state 
(paragraph 23), so the radii would be significantly large. Lee goes on to teach that in 
the flattened state, the balloon has less resistance as it is guided through vasculature. 
Additionally, the dimensions provided in Applicant's specification appear to correspond 
to inflated balloons, as explained in the 1 12 Rejections section below. 
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Response to Amendment 

3. The declaration under 37 CFR 1 .1 32 filed 6/7/201 0 is insufficient to overcome the 
rejection of claims 1, 3, 4, 12-16, 22, 24, and 25 based upon the combination of Bleam 
and Lee, as set forth in the last Office action because: Applicant's arguments fail to 
specifically point out structural differences between the claimed invention and the cited 
art as discussed above. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
mailing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 1, 3, 4, 12-16, 22, 24, and 25 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The claims list various radii of the transition portions that correspond to different 
balloon diameters. These dimensions appear in the specification in Table 2 on page 14. 
While the independent claims require that these dimensions be met before inflation of 
the balloon, the specification does not state that these dimensions correspond to 
balloons in the deflated state. Rather, it appears that the different diameters listed 
correspond to the sizes of different inflated balloons. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 1 , 3, 4, 1 2-1 6, 22, 24, and 25 are rejected under 35 U.S.C. 1 1 2, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. The claims require various 
radii of the "working length-to-taper transition portion" that correspond to various balloon 
diameters. The limitations regarding the radii of the transitions are indefinite because: 

a. the claims do not specify to which portion of the balloon that the diameters 
correspond 

b. It is unclear whether the balloon diameters correspond to a deflated state or an 
expanded state. The claim states "radius before inflation..." but Table 2 of the 
specification appears to provide diameters for inflated balloons. 

c. It is unclear whether one balloon transition zone should have each of the radii at 
different diameters as it is inflated or whether each listed radii corresponds to 
separate embodiments. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1, 3, 4, 12-16, 22, 24, and 25 are rejected under 35 U.S.C. 103(a) as 

being unpatentable over Lee (United States Patent Application Publication Number 

2003/0139762) in view of Bleam (United States Patent Number 5,797,878). 

Lee discloses a dilation catheter comprising an elongate catheter body with a 
lumen and a balloon (40) in communication with the lumen, the balloon comprising a 
working length (44) surrounded by proximal and distal regions, each of which comprises 
a taper-to-neck transition and a working length-to-taper transition (proximal taper 48 
includes a proximal taper-to-neck transition near ref. 42, and a proximal working length- 
to-taper transition at ref. 40, similar transitions are found at distal taper 50). Lee 
discloses that the balloon is between 1 .5 and 15 mm in diameter (paragraph 2). 

Lee teaches that the tapers of the balloon should be smooth in order to allow the 
balloon to traverse stenoses ((paragraph 5), but Lee does not disclose specific radii of 
the transitions between working and taper portions when the balloon is in a deflated 
state. Bleam discloses another balloon with a working length and proximal and distal 
tapers. Bleam seeks to minimizes the frictional forces during movement of the deflated 
balloon through vasculature (column 2, lines 12-22), and teaches that smaller taper 
angles and longer taper lengths can reduce these frictional forces (col. 2, lines 40-67). 
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Although not specifically recited, decreasing the angles in the transition zones and 
lengthening the tapered portions inherently increases the radius of the transitions. It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to utilize larger radii in the transitions of the Lee balloon, as Bleam teaches that 
smoothing the transitions between taper and working portions of a balloon minimizes 
frictional forces during movement of a balloon in its collapsed state. Furthermore, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to utilize transitional radii within the ranges listed in claims 1, 3-4, 22, and 24- 
25 for the balloon diameters specified, since it has been held that where the general 
conditions of a claim are disclosed in the prior art, discovering the optimum or workable 
ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 

Regarding claims 12-14, Bleam discloses the angles at the taper-to-neck and 
working length-to-taper transitions being equivalent (col. 6, lines 57-65), and discloses 
that the balloon ends 22 and 24 are symmetrical (col. 6, lines 23-31). Regarding claims 
15 and 16, Lee discloses the proximal and distal tapers being asymmetric, and the 
diameters along the taper being either constant or varied (paragraph [0031]). As such, 
it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to provide varying transitional radii amongst any of the four transition zones 
to accommodate the various taper diameters. Regarding claim 22, Lee further discloses 
inserting a dilation catheter through a conduit, inflating the balloon, deflating the balloon, 
and applying a force to the catheter to remove the balloon (paragraphs [0004] and 
[0005]). 



Application/Control Number: 10/593,376 Page 8 

Art Unit: 3731 

Conclusion 

Any inquiry concerning this communication or earlier communications from tine 
examiner should be directed to SARAH WEBB whose telephone number is (571) 272- 
5749. The examiner can normally be reached on 9:00am - 5:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571 ) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/SARAH WEBB/ 
Examiner, Art Unit 3731 



/Anhtuan T. Nguyen/ 

Supervisory Patent Examiner, Art Unit 3731 
6/28/10 



